Biuletyn 2020-11

Wykaz Produktéw Leczniczych, ktére uzyskaty pozwolenie na dopuszczenie do obrotu w listopadzie 2020r.

Lp. | Nazwa produktu leczniczego e Posta¢ farm. Dawka Opakowanie L Kod GTIN Podmiot odpowiedzialny N Wytwoérca/lmporter Kraj
stosowana dost. pozZW. wytw.
1 |Abacavir Accord Abacavirum Tabletki powlekane 300 mg 30 tabl.| Rpz | 05909991439279 [Accord Healthcare Polska Sp. z | 26073 |Pharmadox Healthcare Ltd. MT
30 tabl.| Rpz | 05909991439286 [o.0.
60 tabl.| Rpz | 05909991439293 Pharmadox Healthcare Ltd. MT
60 tabl.]| Rpz | 05909991439309
90 tabl.| Rpz | 05909991439316
90 tabl.| Rpz | 05909991439323
120 tabl.| Rpz | 05909991439330
120 tabl.| Rpz | 05909991439347
2 |Althyxin Levothyroxinum natricum |Tabletki 25 mcg 50 tabl.] Rp | 05909991439637 |[ABDI FARMA, Unipessoal Lda. | 26084 |GE Pharmaceuticals Ltd BG
100 tabl.| Rp [ 05909991439644 Interpharma Services Ltd. BG
3 [Althyxin Levothyroxinum natricum |Tabletki 50 mcg 50 tabl.] Rp | 05909991439651 [ABDI FARMA, Unipessoal Lda. | 26085 |GE Pharmaceuticals Ltd BG
100 tabl.] Rp [ 05909991439668 Interpharma Services Ltd. BG
4 |Althyxin Levothyroxinum natricum |Tabletki 75 mcg 50 tabl.] Rp | 05909991439675 [ABDI FARMA, Unipessoal Lda. | 26086 |GE Pharmaceuticals Ltd BG
100 tabl.| Rp | 05909991439682 Interpharma Services Ltd. BG
5 |Althyxin Levothyroxinum natricum |Tabletki 100 mcg 50 tabl.] Rp | 05909991439699 [ABDI FARMA, Unipessoal Lda. | 26087 |GE Pharmaceuticals Ltd BG
100 tabl.] Rp [ 05909991439705 Interpharma Services Ltd. BG
6 |Althyxin Levothyroxinum natricum |Tabletki 125 mcg 50 tabl.] Rp [ 05909991439712 |[ABDI FARMA, Unipessoal Lda. | 26088 |GE Pharmaceuticals Ltd BG
100 tabl.| Rp | 05909991439729 Interpharma Services Ltd. BG
7 |Althyxin Levothyroxinum natricum |Tabletki 150 mcg 50 tabl.] Rp | 05909991439736 |[ABDI FARMA, Unipessoal Lda. | 26089 |GE Pharmaceuticals Ltd BG
100 tabl.| Rp [ 05909991439743 Interpharma Services Ltd. BG
8 |Althyxin Levothyroxinum natricum |Tabletki 175 mcg 50 tabl.] Rp [ 05909991439750 [ABDI FARMA, Unipessoal Lda. | 26090 |GE Pharmaceuticals Ltd BG
100 tabl.] Rp [ 05909991439767 Interpharma Services Ltd. BG
9 |Althyxin Levothyroxinum natricum |Tabletki 200 mcg 50 tabl.] Rp | 05909991439774 |[ABDI FARMA, Unipessoal Lda. | 26091 |GE Pharmaceuticals Ltd BG
100 tabl.] Rp [05909991439781 Interpharma Services Ltd. BG
10 |Arsenic trioxide Sandoz Arsenii trioxidum koncentrat do 1 mg/ml 1 fiolka 10 ml| Rpz | 05907626709636 |Sandoz GmbH 26102 |Ebewe Pharma Ges.m.b.H AT
sporzadzania Nfg. KG
roztworu do infuzji
11 |Axopirox Ciclopiroxum lakier do paznokci 80 mg/g 1 butelka 3,3 ml| Rp | 05909991440282 |Aristo Pharma Sp. z 0.0. 26081 |Doppel Farmaceutici S.r.l. IT
leczniczy 1 butelka 6,6 ml| Rp | 05909991440299 Qualimetrix S.A. GR
12 |Azoneurax Trazodoni hydrochloridum|Tabletki o 75 mg 20tabl.| Rp | 05909991440688 |Neuraxpharm Bohemia s.r.o. 26082 |SVUS Pharma a.s. cz
zmodyfikowanym 30tabl.] Rp | 04260598450243 neuraxpharm Arzneimittel DE
uwalnianiu 50tabl.] Rp | 05909991440695 GmbH
100 tabl.| Rp | 05909991440701
SVUS Pharma a.s. Ccz
neuraxpharm Arzneimittel DE
GmbH
13 |Azoneurax Trazodoni hydrochloridum|Tabletki o 150 mg 20 tabl.| Rp | 05909991440718 |Neuraxpharm Bohemia s.r.o. 26083 |SVUS Pharma a.s. cz
zmodyfikowanym 50 tabl.] Rp | 05909991440725 neuraxpharm Arzneimittel DE
uwalnianiu 60 tabl.] Rp | 04260598450250 GmbH
100 tabl.| Rp | 05909991440732
SVUS Pharma a.s. Ccz
neuraxpharm Arzneimittel DE
GmbH
14 |Biotifem Biotinum Tabletki 5mg 30 tabl.] OTC | 05909991440480 [Natur Produkt Pharma Sp. z 0.0.| 26075 |Natur Produkt Pharma Sp.z  [PL
60 tabl.] OTC | 05909991440497 0.0.
90 tabl.| OTC | 05909991440503
120 tabl.| OTC | 05909991440510
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Biotifem Max Biotinum Tabletki 10 mg 30 tabl.] OTC | 05909991440527 [Natur Produkt Pharma Sp. z 0.0.| 26076 |Natur Produkt Pharma Sp.z  [PL
60 tabl.| OTC | 05909991440534 0.0.
90 tabl.]| OTC | 05909991440541
Calcium + Cholecalciferol Calcium + Tabletki powlekane 600 mg + 800 30tabl.] Rp |05909991440794 |Beres Pharmaceuticals Ltd. 26099 |Beres Pharmaceuticals Ltd. HU
Béres Cholecalciferolum jom. 60 tabl.| Rp | 05909991440800

90 tabl.| Rp [ 05909991440817
120 tabl.f| Rp | 05909991440824

Candifluc Fluconazolum kapsutki twarde 50 mg 7 kaps.| Rp | 05909991423438 |Aflofarm Farmacja Polska Sp. z | 26103 |APL Swift Services (Malta) Ltd. |MT
14 kaps.| Rp | 05909991423445 [o.0.
APL Swift Services (Malta) Ltd. [MT

Candifluc Fluconazolum kapsutki twarde 100 mg 7 kaps.| Rp | 05909991423452 |Aflofarm Farmacja Polska Sp. z | 26104 [APL Swift Services (Malta) Ltd. [MT
14 kaps.| Rp | 05909991423469 |o.o.
30 kaps.] Rp |05909991423476 APL Swift Services (Malta) Ltd. [MT
Candifluc Fluconazolum kapsutki twarde 150 mg 1kaps.] Rp |05909991423483 |Aflofarm Farmacja Polska Sp. z | 26105 |APL Swift Services (Malta) Ltd. |MT

3 kaps.] Rp |05909991423490 |o.0.
APL Swift Services (Malta) Ltd. [MT

Candifluc Fluconazolum kapsutki twarde 200 mg 7 kaps.| Rp | 05909991423506 |Aflofarm Farmacja Polska Sp. z | 26106 |APL Swift Services (Malta) Ltd. |MT
0.0.
APL Swift Services (Malta) Ltd. [MT

CYSTINOL Uvae ursi folii extractum | Tabletki powlekane 265 mg wyciagu 30 tabl.] OTC | 05909991440183 [Schaper & Bruemmer GmbH & | 26079 |Schaper & Bruemmer GmbH & |DE
siccum suchego z liscia 60 tabl.| OTC | 05909991440190 [Co. KG Co. KG
macznicy (3,5-
5,5:1), co
odpowiada 62,3
77,7 mg
pochodnych
hydrochinonu w
przeliczeniu na

bezwodng
arbutyne
Hydroxychloroquine sulfate |Hydroxychloroquini sulfas | Tabletki powlekane 200 mg 20tabl.| Rp | 05909991439545 |Intas Third Party Sales 2005 26113 |Pharmadox Healthcare Ltd. MT
Edest 30tabl.] Rp |05909991439552 (S.L. Laboratori Fundacié Dau ES
50 tabl.] Rp | 05909991439569 Accord Healthcare Polska Sp. |PL
60 tabl.] Rp | 05909991439576 Z0.0.
90 tabl.] Rp | 05909991439583
100 tabl.] Rp | 05909991439590 Pharmadox Healthcare Ltd. MT
Laboratori Fundacié Dau ES
Accord Healthcare Polska Sp. [PL
Z0.0.
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23 |Ibuprofen Alkaloid-INT Ibuprofenum Zawiesina doustna 40 mg/ml 1 butelka 100 ml| Rp | 05909991440312 |Alkaloid - INT d.o.o. 26072 |Alkaloid - INT d.o.0. Sl

Alkaloid - INT d.o.o. Sl

24 |Librexa Leuprorelinum implant w amputko- 11,25 mg 1 amp.-strzyk.| Rp | 05906720536582 |Przedsigbiorstwo 26071 |[AMW GmbH DE

strzykawce Farmaceutyczne LEK-AM Sp. z
0.0.

25 |Marumax Dutasteridum + kapsutki twarde 0,5mg + 0,4 mg 30 kaps.] Rp | 05909991440305 |Aristo Pharma GmbH 26080 |Galenicum Health, S.L. ES
Tamsulosini SAG Manufacturing S.L.U. ES
hydrochloridum Galenicum Health S.L ES

26 |Mibrex Rivaroxabanum Tabletki powlekane 2,5mg 28 tabl.| Rp | 05909991440350 |Zaktady Farmaceutyczne 26092 |Zaktady Farmaceutyczne PL

56 tabl.| Rp | 05909991440367 |POLPHARMA S.A. POLPHARMA S.A.
27 |Mibrex Rivaroxabanum Tabletki powlekane 10 mg 10tabl.| Rp | 05909991440374 |Zaktady Farmaceutyczne 26093 |Zaktady Farmaceutyczne PL
30tabl.] Rp | 05909991440381 [POLPHARMA S.A. POLPHARMA S.A.
28 |Mibrex Rivaroxabanum Tabletki powlekane 15 mg 14 tabl.| Rp | 05909991440398 |Zaktady Farmaceutyczne 26094 |Zaktady Farmaceutyczne PL
28 tabl.] Rp | 05909991440404 |[POLPHARMA S.A. POLPHARMA S.A.
42tabl.] Rp [05909991440411
100 tabl.f Rp | 05909991440428
29 |Mibrex Rivaroxabanum Tabletki powlekane 15mg; 20 mg | 49 tabl. (42 tabl. 15 mg + 7 tabl. 20| Rp | 05909991440466 |Zaktady Farmaceutyczne 26096 |Zaktady Farmaceutyczne PL
mg) POLPHARMA S.A. POLPHARMA S.A.
30 |Mibrex Rivaroxabanum Tabletki powlekane 20 mg 14 tabl.| Rp | 05909991440435 |Zakiady Farmaceutyczne 26095 |Zaktady Farmaceutyczne PL
28tabl.| Rp [ 05909991440442 [POLPHARMA S.A. POLPHARMA S.A.
100 tabl.| Rp | 05909991440459
31 |Micafungin Sandoz Micafunginum Proszek do 50 mg 1 fiol. proszku| Rpz | 07613421046996 |Sandoz GmbH 26107 |Lek Pharmaceuticals d.d. Sl
sporzadzania Galenicum Health, S.L. ES
roztworu do infuzji SAG Manufacturing S.L.U. ES
BAG Health Care GmbH DE
32 |Micafungin Sandoz Micafunginum Proszek do 100 mg 1 fiol. proszku| Rpz | 07613421046989 |Sandoz GmbH 26108 |Lek Pharmaceuticals d.d. Si
sporzadzania Galenicum Health, S.L. ES
roztworu do infuzji SAG Manufacturing S.L.U. ES
BAG Health Care GmbH DE
33 |Olfen MAX Diclofenacum natricum  [Zel 20 mg/g 1tuba 30 g| OTC | 05909991440657 [Teva B.V. 26078 [Merckle GmbH DE
1tuba 50 g| OTC | 05909991440626 Merckle GmbH DE
1tuba 60 g| OTC | 05909991440640
1tuba 100 g| OTC | 05909991440664
1tuba 150 g| OTC | 05909991440633
1tuba 180 g| OTC | 05909991440671
34 |Olfen zel Diclofenacum natricum | Zel 10 mg/g 1tuba 30 g| OTC | 05909991440565 [Teva B.V. 26077 |Merckle GmbH DE
1 tuba 50 g| OTC | 05909991440596 Merckle GmbH DE
1tuba 60 g| OTC | 05909991440558
1tuba 100 g| OTC | 05909991440589
1tuba 120 g| OTC | 05909991440572
1tuba 150 g| OTC | 05909991440602
35 |Omeboix Omeprazolum kapsutki dojelitowe, 20 mg 14 kaps. w blistrze| Rp | 05909991437282 |Esteve Pharmaceuticals, S.A. 26097 |TOWA Pharmaceuticals ES
twarde 14 kaps. w blistrze| Rp | 05909991437213 Europe, S.L.
14 kaps. w butelce| Rp | 05909991437206
28 kaps. w blistrze| Rp | 05909991437220
28 kaps. w blistrze] Rp | 05909991437244
28 kaps. w butelce] Rp | 05909991437237
30 kaps.] Rp | 05909991437299
90 kaps.] Rp [ 05909991437251
100 kaps. w blistrze| Rp | 05909991437268
100 kaps. w butelce|] Rp | 05909991437275

Strona3z5




Biuletyn 2020-11

Lp. | Nazwa produktu leczniczego MR R Pl Posta¢ farm. Dawka Opakowanie o Kod GTIN Podmiot odpowiedzialny Nr Wytwoérca/lmporter Kraj
stosowana dost pozZW. wytw.
36 |Omeboix Omeprazolum kapsutki dojelitowe, 40 mg 14 kaps. w blistrze| Rp | 05909991437305 |Esteve Pharmaceuticals, S.A. 26098 |Dose Innova, S.L. ES
twarde 14 kaps. w blistrze| Rp | 05909991437312
14 kaps. w butelce| Rp [ 05909991437329
28 kaps. w blistrze] Rp | 05909991437336
28 kaps. w blistrze| Rp | 05909991437350
28 kaps. w butelce] Rp | 05909991437343
30 kaps.| Rp | 05909991437367
90 kaps.| Rp | 05909991437374
100 kaps. w blistrze] Rp | 05909991437398
100 kaps. w butelce] Rp | 05909991437381
37 |Optiglobin Immunoglobulinum roztwor do infuzji 100 mg/ml 1fiol. 10 ml] Lz | 08717185835007 [Sanquin Plasma Products B.V. | 26100 |Sanquin Plasma Products B.V. |NL
humanum normale 1fiol. 25 ml| Lz | 08717185835014
1fiol. 50 ml| Lz | 08717185835021
1fiol. 100 ml| Lz | 08717185835038
1fiol. 200 ml| Lz | 08717185835045
1fiol. 300 ml] Lz | 08717185835052
38 |Pemetrexed Sandoz Pemetrexedum koncentrat do 25 mg/ml 1 fiol. 4 ml| Rpz | 07613421047016 |Sandoz GmbH 26101 |Ebewe Pharma Ges.m.b.H AT
sporzadzania 1fiol. 20 ml| Rpz | 07613421047023 Nfg. KG
roztworu do infuzji 1 fiol. 40 ml| Rpz | 07613421047030
39 |Penlac Amoxicillinum + Acidum | Tabletki powlekane 500 mg + 125 4tabl.] Rp [05909991442019 |Zentiva k.s. 26111 |PenCef Pharma GmbH DE
clavulanicum mg 5tabl.] Rp |05909991441210
6 tabl.f Rp | 05909991441227
10tabl.f] Rp | 05909991441234
12tabl.| Rp | 05909991441241
14 tabl.| Rp | 05909991441258
15tabl.| Rp | 05909991441265
16tabl.| Rp | 05909991441272
18tabl.| Rp | 05909991441289
20 tabl.] Rp | 05909991441296
21tabl.] Rp |05909991441302
24 tabl.| Rp | 05909991441319
30tabl.| Rp |05909991441326
36tabl.] Rp |05909991441333
42tabl.] Rp | 05909991441340
48tabl.] Rp | 05909991441357
54 tabl.| Rp | 05909991441364
60 tabl.| Rp | 05909991441371
66 tabl.] Rp | 05909991441388
72 tabl.] Rp | 05909991441395
78 tabl.] Rp | 05909991441401
84 tabl.] Rp |05909991441418
90 tabl.] Rp | 05909991441425
96 tabl.] Rp | 05909991441432
100 tabl.| Rp | 05909991441449
500 tabl.| Rp [ 05909991441456
40 |Penlac Amoxicillinum + Acidum | Tabletki powlekane 875mg + 125 12tabl.| Rp | 05909991441500 |Zentiva k.s. 26112 |PenCef Pharma GmbH DE
clavulanicum mg 14 tabl.] Rp | 05909991441517
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Silodosin Accord Silodosinum kapsutki twarde 4 mg 10 kaps.| Rp | 05909991440923 |Accord Healthcare Polska Sp. z | 26109 |Delorbis Pharmaceuticals Ltd. [CY
30 kaps.] Rp |05909991440930 |(o.o. Laboratori Fundacié Dau ES
50 kaps.| Rp | 05909991440947 Accord Healthcare Polska Sp. |PL
100 kaps.| Rp | 05909991440954 zo.0.

Pharmadox Healthcare Limited [MT

Delorbis Pharmaceuticals Ltd. [CY

Laboratori Fundacié Dau ES
Accord Healthcare Polska Sp. |PL
z 0.0.

Pharmadox Healthcare Limited [MT

Silodosin Accord Silodosinum kapsutki twarde 8 mg 10 kaps.| Rp | 05909991440961 |Accord Healthcare Polska Sp. z | 26110 [Delorbis Pharmaceuticals Ltd. [CY
30 kaps.| Rp |05909991440978 |(o.o. Laboratori Fundacié Dau ES
50 kaps.| Rp | 05909991440985 Accord Healthcare Polska Sp. |PL

100 kaps.[ Rp | 05909991440992 Z0.0.

Pharmadox Healthcare Limited [MT

Delorbis Pharmaceuticals Ltd. [CY

Laboratori Fundacié Dau ES
Accord Healthcare Polska Sp. |PL
zo0.0.

Pharmadox Healthcare Limited [MT

Sorafenib Zentiva Sorafenibum Tabletki powlekane 200 mg 112 tabl.| Rpz | 05909991440145 |Zentiva k.s. 26074 |Remedica Ltd CY
Tranexamic acid Baxter Acidum tranexamicum Roztwér do 100 mg/ml 5fiol. 5ml| Rp | 05909991439507 |Baxter Holding B.V. 26070 |Bieffe Medital S.p.A. IT
wstrzykiwan / do 5fiol. 10 ml| Rp | 05909991439514 Tramco Sp. z 0.0. PL
infuzji 10 fiol. 5ml| Rp | 05909991439538 UAB Norameda LT
10 fiol. 10 ml| Rp | 05909991439521 Peckforton Pharmaceuticals GB
Limited
Peckforton Pharmaceuticals GB
Limited
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